
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Docket No. 98N-033 

APPLICATION FOR DEF 

Re: Request for Deferral from 21 CFR 201.66 (( I’C Drug Product Labeling) 

Subject: L. Perrigo Company (Per&o) 
Sulp’hdrine Cold & Cough Liquid-lj’illed Caps&es (Feriigo code 080) 

Statement of Purpose 
Pursuant to 21 CFR 201.66(e), Perrigo requests a D 

1 

ferral from 21 CFR 201.66 for its 
Suphedrine Cold & Cough Liquid-Filled Capsule over-the- ounter drug product (Perrigo product 
code 080). On October 6,200O Perrigo Administration permit 
the use of the phrase “May contain” on 
may differ in the formulas manufactured by two suppliers. 
Exemption from 21 CFR 201.66(c)(8). 
FDA regarding the’Exemption.Request. Perrigo 
under review at the agency.\ However, Perrigo must 
regulation by May ‘I 6,2002. 

Perrigo is the nation’s largest manufacturer of over+he-counter (OTC) pharmaceutical 
products for the store brand market. These products are sold by retail supermarkets, drugstores 
and mass merchandise chains under their own labels. 

Due to the number of SKUs for this product, it is i 
maintain two labeling versions for each retail customer. 
Deferral from 21 CFR 201.66 for Suphedrine Cold & 
outcome of the Exemption Request or Citizen Petitions 
LLP and the Consumer Healthcare Products Association c 
FDA. The OTC Labeling Final Rule requires 
However, due to the time needed to change 

Perrigo to reasonably 

Capsules pending the 

under consideration by the 

art, obtain customer approval, print labeling components ar/rd label finished product, it is 
necessary that Perrigo initiate a labeling conversion now in order to convert this product by the 
compliance date. ‘The,Deferral would remain in effect for ai, n estimated nine months follotiing the 
FDA response(s) to the,pending Exemption Request or Citizen Petitions. 
granted, consumers,would.continue to buy safe and effecti 

Ifthe,Deferral Were 
e products without undue additional 

costs. Granting the Deferral would also allow additional for the FDA to consider the impact 
of the Exemption Req~uest while allowing Perrigo to avoid iadditional labeling conversions. ei 

5 15 Eastern Avenue ” 



If there are any questions concerning this request, please cc 
(616) 673-7595 or fax at (616) 673-7655. Thank you for yc 

Sincerely, 
L. PERRIGO COMPANY 

David Jespersen 

tact me by phone at 
lr attention to this matter. 

Director of Technical Affairs 

5 I 5 Eastern Avenue 

Allegan, Michigan 490 10 

(616) 673-8451 






